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2) Institute of medicine of the National Academy. Responsible Research: A systems approach to
protecting research participants. Washington, D.C.: The National Academies Press, 2003.

3) Aeda FRe A wiAdd ojel disir= AT Fewan FEy JdALRE. Jusdas
2002; 5 69-96& =3 A

4) “Judgment and aftermath," George J. Annas, and M.A. Grodin ed. Nazi Doctors and the Nuremberg
Code, 102-103.

5) World Medical Association, Declaration of Helsinki: Ethical Principles for Research Involving Human
Subjects. Adopted by the 18th World Medical Assembly, Helsinki, Finland, June 1964. Amended by
the 29th World Medical Assembly, Tokyo, Japan, October 1975; the 35th World Medical Assembly,
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glofof @tk o] AHME 1B, =g, 2 ¥ AAF FSoE AL A7) 98] 593
ARE g8l AFTolor ke, o] FUIE ATAL FAA 5 RHAT
gg A+ e o FRe oY dPouyEHE S94e FAs0F @k o =9
A 998 A7k FYsE ke W % FAS Bslor v, =@ WY Fol e
Age 5 AVS A AFAE AAge] HFel B A, 53 FoF TA4E
of e ARE ATE AT drh T ATAE AT, FAL, ATE 1 AFH
A, N8 AT S A olde FE, 293 AFhAA fd nF Sol tAME
A8)7k YESFES ARG AZ ok )

371 A sk= >
Aol dsle]l 594 (3) Jd T Aol digk = (4) ol F
interest)o] YA F A& <l |
s URY wf ARfel WA BF HE A o5t
g ooty AFAbEe] A, BHEv|Ee] AA|, BE ol s
shar, o] Aol gk dF e A = A= A E 7 vk Aol
1970978 A= ZbelA = F ez
B3E 93 A=A AFag]A Y3 (nstitutional Review Board; IRB, %+
Independent Ethics Committee; IEC, =3 Research Ethics Committee; REC)E A ZHA| F
th 5, 7S Ao R sk e A AR Ui B 3 ekA; AL o) o] A0 R o] F
72 FE el ds]ol A Al gk sAA ] ApRA Fof, Ao FHA, kg B Il
gk AP Aol & Alx=sst Aot} n=o A= DHHS (Department of Health and Human
Service), FDA(Food and Drug Administration), NIH (National Institute of Health) 52 ¥
Al 713l A olell gk HE B A3 & mpdste] Aldsta glom, 3¢ 4§ Council of
Europe©] o] 2%t o3& il 9t}
AAE thdos st st A5 7k, d7aoel #k +3 2 Awrt 7H
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Q8 < W ol

2 | god & A9 o
AT AmE o2 FUbA A Agste d eyt @ S 3407 Wi
olth. 53] A& AL (RB) A= B G Aol AT AR AL F
AZE Ak Aol AHEHAT. 19903t 25H V=, fFHEEA, A, 37 AGelAM =
HAoR BHH2 IRBAES S@sH stz AAE Jiestel 19961 QI3 A HAE
E3stE AT A, Ade, 72 Ba 58 9d FAHoR AAE @Aty s)F
2l ICH/GCP 7hol=ghelo]l AB = Jrt6) o] ICH/GCPE 370 A3 # ofyzt A4 ox

Venice, Italy, October 1983; the 41st World Medical Assembly, Hong Kong, September 1989; the
48th General assembly, Somerset West, Republic of South Africa, October 1996; and the 52nd
General Assembly, Edinburgh, Scotland, October 2000; World Medical Association. Declaration of
Helsinke: Note of Clarification on Placebo—-Controlled Trials. October 2002.

6) International Conference on Harmonization of Technical Requirements for the Registration of
Pharmaceuticals for Human Use (ICH). Note for Guidance on Good Clinical Practice 1 May 1996.
Brody BA. The Ethics of Biomedical Research : An International Perspective. New York, Oxford :
Oxford University Press, 1998 : 219-224.
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IRB 9937} AF9] #e4e Aol AEsn APIPS g5gonn, Apgow
FA4E BT + Y= VE Qo RB ARE AT 28 ABPL o

AT AT 3\ 1 ]%
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o] &} o] A U‘ﬂ/‘ée LERA e ﬁo}oq ATFE A L3 7 Gl o] AA
of 3 F8 YFR o=+ (1) 5HA (independence) - U3 -4, dxak ‘j% oJArAA el 9L
oy AAH, AweA G HEAAEGA B gAY FFoRFEH YA A4 (2) 9F
(competency) - 9193l ARalo] Fopoll A AR sEo] THE AMHER T E ok
sk (3) A9l (ustice) - A, ¥, 4 S5 agste], A9t o]
A& ASle] BE ATH Hokel (4) A1%2 =9 (continuing

o]

effort) - d3|oA Aol Foleh= ZE A A% A% Fde HEH
AEAQ TS wolof s, o)Al HugFEe Aoty S GRE
J=F {4 AgAAE Wdstr] ffsl AHHew wmgafor & (5) 2w “é*é
(transparency) - 91939 dyAdol= AHAS BRIt &dd 5 A= AA shelA
A s ojoF gt

3. E71AE d7&8 % IRBY &
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2 udn A= oE stdy feade dnty e EAR, dA 4 Aq e o
?{’rﬂé‘ufﬂﬁﬂﬂ(IRB)ﬂ Aol ApE AFEE BAS A% 48S AdE gt 3l
=7telH, S SVIAEQATAY A3 A 2d 2 EAA0 dE THE &9z

A A7sE QT8 7 71w AFaEde 98 docal IRB)ZF A4 AFEI4Q) B2l
294 BAE destn Aelg o U 7ol g E Aol

7) Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the
approximation of the laws, regulations and administrative Provisions of the Member States relating to
the implementation of good clinical practice in the conduct of clinical trials on medicinal products for
human use. Official Journal L121-34-44, 1 May 2001, p.36.
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8) Office of the Inspector General, Department of Health and Human Services. 7he Globalization of Clinical
Trials: A Growing Challenge in Protecting Human Subjects. September 2001. OEI-01-00-00190.

9) Wood A, Grady C, Ezekiel J. The Crisis in Human Participants Research: Identifying the Problems
and Proposing Solutions. This paper was first presented and discussed at the meeting of U.S.A.
President's Council on Bioethics September 12, 2002. http://www.bioethics.gov/emanuelpaper.html

10) Cohen C. Leaps and boundaries:: Expanding oversight of human stem cell research. Holland S.,
Lebacqz K., and Zoloth L. ed., The Human Embryonic Stem Cell Debate. Cambridge; MIT Press:
209-222.

11) Holland S., Lebacqgz K., and Zoloth L. ed., The Human Embryonic Stem Cell Debate. Cambridge;
MIT Press.

12) American Association for the Advancement of Science and Institute for Civil Society. Stem Cell
Research and Applications Monitoring the Frontiers of Biomedical Research. Washington, DC. 1999.

13) National Bioethics Advisory Committee, Ethical Issues in Human Stem Cell Research. Rockville, MA.
1999.
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14) NIH Guidelines for Research Using Human Pluripotent Stem Cells that is Eligible for NIH Funding
Guidelines. (Effective August 25, 2000, 65 FR 51976) (Corrected November 21, 2000, 65 FR 69951)

15) National Bioethics Advisory Committee, Ethical Issues in Human Stem Cell Research. Rockville, MA.
1999. p. 8.
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AE ek 2 AR, FelAla, AAAE] B AgTlRaell A AES
B4l A15e GAen o % uRe. 2) ALe AWFFI Aol vja) 1
fol mheh 2ALE ShE, 2 KA, AAAE Fol wel ASVIBANA AL AED
th29 @A AzbuelE A EAE AT At wal A B ALEIH 47
AASIAsel disl Bed nuE Fastelol ok ez AL A} 2

A %<l oldel S AHgAE 1 AR A thstel ER-asiiale)
@k AbgTITe] Fe 37b AR () AFSAIEA, (2) 71T Sl Aksl A8 el A
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P

Ak 3t
Ak ASE BAG BA, 3) AT FUAAAAS A Gl A AF 5 1A
f RS BP0t e AZdel #020 A8 NE Frael dael ) AR 3o
N ols Aadeatae Jeg ARk vk AL Fakel 1 g7 =A%

Fojof g},
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ool A ¥ vhsh o] Aol WjolE lAEATe] &g B ARA N4 Fu L f
At SRANAT Y Vo 4P PR JEST ok EF el AzAT e
ARe vhAsta, woblEYw, Fyv1H, A8 5 Ve Aol dosh BRaetg
HolE ARk ki FFe AelTEE AU Qo] H7b AUelN FAH AAF 7Fss
o HE Aole Age BRI galelA glow, FRustAe U At
AEAR AR LFE FHAEs Esolo] wnsor . oleld wid AN Ea
AR Z/ALATY 34 4As weld Fuee F ooty B2 godu s Aol
.

3 9=
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=ABSTRACT=

The Role of Institutional Review Boards and Stem Cell Research

Ock-Joo Kim*

This paper examines the role of the institutional review (IRB) board with special
reference to stem cell research. The main question raised in this paper is whether
ethics review by local IRBs is sufficient for human embryonic stem cell research. In
spite of growing dissatisfaction with current IRB operation, most countries recognize
the importance of function of IRBs for guarding social and ethical values in human
embryonic research. While a few countries completely banned all kinds of research
which derives stem cell from human embryo, other countries like Japan and UK
allow human embryonic stem cell research. In UK all embryo research including
stemcell research are regulated by a statutory body, Human Fertilization and
Embryology Authority (HFEA), founded based upon Human Fertilization and
Embryology Act in 1990. With strict and transparent review, inspection, and audit
process, HFEA gives a license to a specific research project that was already
reviewed by a Research Ethics Committee. In Japan, research protocols for deriving
stem cell from embryo or those for using embryonic stem cell should be double
checked by local IRBs and a committee under the Ministry of Culture and Science.
In Korea, guidelines recommend that stem cell researches be reviewed by local
IRBs and an Ethics Committee. In spite of a short history of IRB system, local IRBs

and ethics committees are now establishing ethics review of stem cell research.

Key Words : human embryo research, stem cell research, research ethics,
institutional review board (IRB)
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